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D E P A R T M E N T  O F  H E A L T H  A N D  H U M A N  S E R V I C E S  

F o o d  a n d  D rug  A d m inistrat ion 

[Docket N o . 2 0 0 5 M - 0 0 0 5 1  

Med ica l  Dev ices  Regu la te d  by  th e  C e n te r  fo r  B io logics 

E va lua tio n  a n d  R e ,search;  A vai labi l i ty o f S a fe ty a n d  

E ffec t iveness S u m m a r i e s  fo r  P remarke t App rova l  App l i ca tions  

A G E N C Y : F o o d  a n d : D rug  A d m inistrat ion, H H S . 

A C T IO N : N o tice. 

S U M M A R Y  : T h e  F o o d  a n d  D rug  A d m inistrat ion (FDA)  is 

pub l i sh ing  a  list o f p re tna rke t approva l  appl icat ions ( P M & s )  

th a t have  b e e n  app roved  by  th e  C e n te r  fo r  B io logics 

E va lua tio n  a n d  Research  ( C B E R ) . Th is  list is in tended  to  

inform  th e  pub l ic‘o f th e  avai labi l i ty  o f sa fe ty a n d  

e ffec t iveness summar ies  o f app roved  P M A s th r o u g h  th e  

In te rne t a n d  F D A 's Div is ion o f Docke ts M a n a g e m e n t. 

A D D R E S S E S : S u b m it wri t ten reques ts fo r  cop ies  o f summar ies . 1  "  

o f sa fe ty a n d  e ffec t iveness d a ta  to  th e  Div is ion o f Docke ts 

M a n a g e m e n t (HFA-305 ) , F a o d  a n d  D rug  A d m inistrat ion, 5 6 3 0  

F ishers  L a n e , r m .1 0 6 1 , Roekvi l le ,  M D  2 0 8 5 2 . P lease  

inc lude  th e  approp r ia te  docke t n u m b e r  as  l isted in  tab le  1  

o f th is  d o c u m e n t w h e n  submi ttin g  a  wri t ten reques t. S e e  

th e  S U P P L E M E N T A R Y  INFO R M A T IO N  sect ion fo r  e lect ronic  access 

to  th e  summar ies  o f sa fe ty a n d  e ffec t iveness d a ta . 
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FOR FURTHER INFORMATION CONTACT: Nathaniel L. Gear-y, 

Center for 'Biologics Evaluation and Research (HFM-171, Food 

and Drug Administration, 1401 Rockville Pike, suite ZOON, 

Rockville, MD 20852-1448, 301-827-6210. 

SUPPLEMENTARY INFORMATION: 

I. Background 

In the FEDERAL REGISTER of January 30, 19'88 (63 FR 

4571), FDA published a final rule that revised 21 CFR 

814.44(d) and 814.45(d) to discontinue individual 

publication of PMA approvals and denials in the FEDERAL 

REGISTER, providing instead'to post this information on the 

Internet at 

regulations 

http://www.fda.gov. In addition, the 

provide that FDA publish a quarterly list of , 

available safety and effectiveness summaries of PMA 

approvals and denials that were announced during the 

quarter. FDA believes that this procedure expedites public 

notification of these actions because announcements can be 

placed on the Internet more quickly than they can be 

published in the FEDERAL REGISTER, and FDA believes that 

the Internet is accessible to more people than the FEDERAL 

REGISTER. 

In accordance with section 515(d) (4) and (e) (2) of the 

Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 

36QeW (4) and (4 (211, notification of an order approving, 
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denying, or withdrawing approval of a PMA will continue to 

include a notice of opportunity to request review of the 

order under section 515(g) ,of the act. The 30-day period 

for requesting administrative reconsideration of an FDA 

action under § 10.33(b) (21 CFR 10.33(b)) for notices 

announcing approval of a PMA begins on the day the notice 

is placed on the Internet. Section 10.33(b) provides that 

FDA may, for good cause, extend this 30-day period. h 

Reconsideration of a denial or withdrawal of approval of a 

PMA may be sought only by the applicant; in these cases, 

the 30-day period will begin when the applicant is notified 

by FDA in writing of its decision. 

The following is a list of PMAs approved by CBER for 

which summaries of safety and effectiveness were placed on 

the Internet from October 1, 2004, through December 31, 

2004. There were no denial actions during the period. The 

list provides the 'manufacturer's name, the product"s 

generic name or the trade name, and the approval date. 
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TABLE I.--LISTOFSAFETYAHDEFFECTXVENES$ SUMMARES FORAPPROVEDFWASM~DEAVAKABLE 
OCTOI~ER~ 2004, -mRouGH D~cEih43ER 31,2004 

II. Electronic Access 

Persons with access to the Internet may obtain the 

documents at http://www.fda.gov/cber/products,btm. 
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Dated: 
April 11, 2005. ' 

Jesse Goodman, 
Director, 
Center for Biologics Evaluation and Research. 
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